2008 



USP 31 THE UNITED STATES PHARMACOPEIA 



NF 26 THE NATIONAL FORMULARY 

A T 1 By authority of the United States Pharmacopeial 

V OlUme Z Convention, meeting at Washington, D.C., March 9-13, 

2005. Prepared by the Council of Experts and published 

by the Board of Trustees 

Official from May 1, 2008 



! 

The designation on the cover of this publication, "USP NF 
2008," is for ease of identification only. The publication 
contains two separate compendia: The United States 
Pharmacopeia, Thirty-First Revision, and The National 
Formulary, Twenty-Sixth Edition. 



THE UNITED STATES PHARMACOPEIAL CONVENTION 
12601 Twinbrook Parkway, Rockville, MD 20852 



1414 Amphetamine / Official Monographs 



USP 31 



the percentage of each impurity in the portion of Amphetamine Sul- 
fate taken by the formula: 

10.000(C/W)(/,/rs) 
in which C is the concentration, in mg per mL, of USP Dextroam- 
phetamine Sulfate RS in timStandard solution; W is the weight, in 
mg, of Amphetamine Sulfate taken to prepare the Test solution; r, is 
the peak response for each impurity obtained from the Test solu- 
tion; and rjis the peak response for amphetamine obtained from the 
Standard solution: not more than 0.1% of any individual impurity is 
found, and not more than 0.5% of total impurities is found. 
Organic volatile impurities, Method I (467): meets the 
requirements. 

(Official until July 1, 2008) 
Assay — Dissolve about 500 mg of Amphetamine Sulfate, ac- 
curately weighed, in 50 mL of glacial acetic acid, and titrate with 
0.1 N perchloric acid VS, determining the endpoint potentiometri- 
cally. Perform a blank determination, and make any necessary cor- 
rection (see Titrimetry (541)). Each mL of 0.1 N perchloric acid is 
equivalent to 36.85 mg of (C,H 13 N) 2 ■ H 2 S0 4 . 



Amphetamine Sulfate Tablets 



» Amphetamine Sulfate Tablets contain not less than 
93.0 percent and not more than 107.0 percent of the la- 
beled amount of (C 9 Hi 3 N) 2 • H 2 S0 4 . 
Packaging and storage— Preserve in well-closed containers. 
USP Reference standards (1 1)~USP Dextroamphetamine Sulfate 
RS. 

Identification— Macerate a quantity of powdered Tablets, equiva- 
lent to about 50 mg of amphetamine sulfate, with 10 mL of water 
for 30 minutes, and filter Into a small flask. To the filtrate add 3 mL 
of 1 N sodium hydroxide. Cool to about 10° to 15°, add 1 mL of a 
mixture of 1 volume of benzoyl chloride and 2 volumes of absolute 
ether, insert the stopper, and shake well for 3 minutes. Filter the 
precipitate, wash with about 15 mL of cold water, and recrystallize 
twice from diluted alcohol: the crystals of the benzoyl derivative of 
amphetamine so obtained, after drying at 80° for 2 hours, melt be- 
tween 131° and 135°, the procedure for Class 1 being used (see 
Melting Range or Temperature (741)). 
Dissolution, Procedure for a Pooled Sample (711) — 

Medium: water; 500 mL. 

Apparatus 1: 100 rpm. 

Time: 45 minutes. 

Mobile phase — Dissolve 1.1 g of sodium 1-heptanesulfonate in 
575 mL of water. Add 25 mL of dilute glacial acetic acid (14 in 
100) and 400 mL of methanol. Adjust by the dropwise addition of 
glacial acetic acid to a pH of 3.3 ± 0.1, if necessary, filter, and de- 
gas the solution. Make adjustments if necessary (see System Suit- 
ability under Chromatography (621)), 

Chromatographic system (see Chromatography (621)) — The liq- 
uid chromatograph is equipped with a 254-nm detector and a 3.9- 
mm X 30-cm column that contains packing LI. The flow rate is 
about 1 mL per minute. Chromatograph replicate injections of the 
Standard solution, and record the peak responses as directed for 
Procedure: the relative standard deviation is not more than 2.0%. 

Procedure — Inject a volume (about 500 (jL) of a filtered portion 
of the solution under test into the chromatograph, record the chro- 
matogram, and measure the response for the major peak. Calculate 
the quantity of (C 9 Hi3N) 2 • H 2 S0 4 dissolved in comparison with a 
Standard solution having a known concentration of USP Dextroam- 
phetamine Sulfate RS in the same medium and similarly 
chromatographed. 

Tolerances — Not less than 75% (Q) of the labeled amount of 
(C 9 HijN) 2 • H 2 S0 4 is dissolved in 45 minutes. 
Uniformity of dosage units (905): meet the requirements. 
Assay — 

Standard preparation—- Prep are as directed under Amphetamine 
Assay (331). 



Assay preparation— -Weigh and finely powder not fewer than 20 
Tablets. Transfer an accurately weighed portion of the powder, 
equivalent to about 5 mg of amphetamine sulfate, to a 100-mL 
beaker, add 2 mL of hydrochloric acid solution (1 in 100), swirl 
gently to wet the powder thoroughly, warm on a steam bath for 
about 1 minute, with occasional gentle swirling, and cool. Add 3 g 
of purified siliceous earth, and mix until a fluffy mixture is 
obtained. 

Procedure — Proceed as directed under Amphetamine Assay 
(331). Calculate the quantity, in mg, of (Q>H )3 N)j ■ H 2 S0 4 in the 
portion of Tablets taken by the formula: 

0.01C[OW - Aumo) / {A S 2S7 - Abu)] 
in which C is the concentration, in Ug per mL, of USP Dextroam- 
phetamine Sulfate RS in the Standard preparation. 



Amphotericin B 




CwHtjNOj, 924.08 
Amphotericin B. 
Amphotericin B. 

[lfl-(ltf*,3S*,5ff*,6/f*,9K *MR*,\5S*,16R*,\1R*,US*,19E, 
21E,23E,25E,27E,29E,31E,33R *,35J + ,36i?*,37S*)]-33-[(3- 
Amino-3,6-didcoxy-/i-D-mannopyranosyl)oxy]- 
l,3,5,6,9,ll,17,37-octahydro X y-15,16,18-trimethyl-13-oxo-14,- 
39-dioxabicyclo[33.3.1]nonatriaconta-19,21,23,25,27.29,31- 
heptaene-36-carboxylic acid [1397-89-3]. 

» Amphotericin B has a potency of not less than 750 Jig 
of C47H73NO17 per mg, calculated on the dried basis. 

Packaging and storage — Preserve in tight, light-resistant con- 
tainers, and store in a cold place. 

Labeling — Label it to state whether it is intended for use in prepar- 
ing dermatological and oral dosage forms or parenteral dosage 
forms. 

USP Reference standards (11)— USP Amphotericin B RS. USP 
Nystatin RS. 

Identification, Ultraviolet Absorption (197U)— 
Spectral range 1: 240 to 320 nm. 

Solution I: prepared as directed for Test preparation in the 
Limit of amphotericin A, and compare its absorbance to that of the 
Amphotericin B standard preparation. An extra peak may occur at 
304 nm in the spectrum of this solution. 

Spectral range 2: 320 to 400 nm. 

Solution 2: prepared as directed for 7Vst preparation in the 
Limit of amphotericin A and then diluted with 9 volumes of metha- 
nol. Compare its absorbance to that of a similar dilution of the Am- 
photericin B standard preparation. 

Loss on drying (731) — Dry about 100 mg, accurately weighed, in a 
capillary-stoppered bottle in vacuum at a pressure not exceeding 5 
mm of mercury at 60° for 3 hours: it loses not more than 5.0% of its 
weight. 

Residue on ignition (281): not more than 0.5%, the charred resi- 
due being moistened with 2 mL of nitric acid and 5 drops of sul- 
furic acid. [NOTB — Amphotericin B intended for use in preparing 
dermatological creams, lotions, and ointments, and oral suspensions 
and capsules, yields not more than 3,0%.] 
Limit of amphotericin A — 

Test preparation— Dissolve about 50 mg of Amphotericin B, ac- 
curately weighed, in 10.0 mL of dimethyl sulfoxide in a 50-mL vol- 



